Message

From: ORR, THOMAS B [AG/1005] [thomas.orr@bayer.com]

Sent: 6/24/2019 4:55:16 PM

To: Schmid, Emily [Schmid.Emily@epa.gov]

cC: Baris, Reuben [Baris.Reuben@epa.gov]; Kenny, Daniel [Kenny.Dan@epa.gov]; MARVIN, THOMAS [AG/1920]
[thomas.marvin@monsanto.com]; BHAKTA, TINA [AG/1005] [tina.bhakta@monsanto.com)]

Subject: RE: Dicamba Tolerant Corn

Hi Emily. | am transitioning to the dicamba tolerant corn project from Simone and wanted to follow-up with you
regarding this action. My understanding is that the PRIA date for the new proposed dicamba use in corn is July 1, 2019.

Monsanto Company, as subsidiary of Bayer AG, previously received an application deficiency letter regarding this action
from EPA on February 6, 2019 in which a field volatility study conducted using XtendiMax on dicamba-tolerant corn was
requested. Monsanto responded to the February 6, 2019 letter with a data waiver request for additional volatility
studies. In this response, Monsanto summarized the vast amount of field volatility data that were previously submitted
to EPA and highlighted the direct relevance of those data to the proposed dicamba use on dicamba-tolerant corn to
support the study waiver request.

Do you anticipate that EPA will be able to finish the review of the data waiver request and the new use application prior
to the PRIA date of July 1, 2019 or does the Agency wish to renegotiate the PRIA date?

Best regards,

Tom Qrr
Global Regulatory Affairs Manager

Bayar Crop Science

Monsanto Company

Regulatory Scisnce

Building FF

Chesterfieid, 63017, USA

Tal +1 836-737-8347

Cell:  +1314-422-1748

E-mail; thomas.crr@bayer.com
Web: hitp:.//mwww.bayer.com

# Foliow Baver on:
/1] Twitter /i1 Facebook /i Instagram /// Linkedin /// YouTube

From: Schmid, Emily

Sent: Tuesday, September 04, 2018 9:23 AM

To: SEIFERT-HIGGINS, SIMONE [AG/1005] <simone.seifert-higgins@bayer.com>; MARVIN, THOMAS [AG/1920]
<thomas.marvin@monsanto.com>; BHAKTA, TINA [AG/1005] <tina.bhakta@monsanto.com>

Cc: Baris, Reuben <Baris.Reuben@epa.gov>; Kenny, Daniel <Kenny.Dan@epa.gov>

Subject: RE: Dicamba Tolerant Corn

Simone,
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I'm not sure about what happened with this action before it got to me but the PRIA date is definitely July 1, 2019. We
will do everything we can to make the PRIA date but May 15, 2019 won’t be possible.

Best regards,
Emily

From: SEIFERT-HIGGINS, SIMONE [AG/1005] [mailtosimone. seifert-hisgins@hbaver.com]
Sent: Tuesday, September 04, 2018 10:15 AM

Hggins@baver.com>; MARVIN, THOMAS [AG/1920] <thomas.marvin@maonsanio.com>; BHAKTA, TINA [AG/1005]
<ting.bhakta@monsanto.com>

Cc: Baris, Reuben <Baris.Reubeni@epa.gov>; Kenny, Daniel <Kennv.Dan@epa.gov>

Subject: RE: Dicamba Tolerant Corn

Emily,
Thank you for your follow-up!

Apologies for the back-and-forth but | am surprised to learn about a July 1, 2019 PRIA date for this new corn use. ltis
my understanding that this action was coded R170 during a manager’s meeting on March 1 which was held prior to
issuance/receipt of the milestone #2 note (attached).

Are you indicating that it is expected to be difficult to meet the May 15, 2019 deadline? Could you please confirm the
PRIA due date for this action.

Regards,
Simone

From: Schmid, Emily [mailioSchmid Emilv@epa.sov]

Sent: Tuesday, September 04, 2018 7:01 AM

To: SEIFERT-HIGGINS, SIMONE [AG/1005] <simone.seifert-hisgins@baver.com>
Cc: Baris, Reuben <Baris. Reubeni@epa.gov>; Kenny, Daniel <Kennv.DanBepa.gov>
Subject: RE: Dicamba Tolerant Corn

Simone,

Thank you for making me aware of the meeting. However, the PRIA date for the corn use is 7/1/19. With our current
resource constraints it has been difficult to complete new uses within the PRIA timeframe so | don’t see how it would be
possible to complete our review 1-2 months early. | assume the milestone that gave you the date in May was before it
was recoded since the decision time for an R298 is 13 months and for R170 it is 15 months.

Let me know if you have any other questions.

Best regards,
Emily

From: SEIFERT-HIGGINS, SIMONE [AG/1005] [maziltosimoene. seifert-higrins@baver.com]

Sent: Monday, August 27, 2018 9:46 AM

To: Schmid, Emily <Schimid . Emilvy@epa.gov>; SEIFERT-HIGGINS, SIMONE [AG/1005] <simone.seifert-higgins@baver.com>
Subject: RE: Dicamba Tolerant Corn

Emily,
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Thank you for your explanation! As indicated | did not intend to reassign PRIA but wanted to better understand timelines for review
and decision-making. Based on the systems-generated milestone #2, PRIA timeline for the proposed dicamba use in dicamba-
tolerant {DT) corn is set to be due on May 15, 2018.

| do want to share with you that Monsanto, now Bayer, submitted dicamba data for evaluation at the 2019 Extraordinary Joint
FAO/WHO Meeting on Pesticide Residues (JMPR). The Extra JMPR session will be held May 7-17, 2019. Bayer is requesting to
amend the existing Codex definition of residue for dicamba to include DCSA (dichlorosalicylic acid), which is the major metabolite in
DT crops. Dicamba use over-the-top infon DT cotton and soy is approved; however, the new use pattern (GAP) for DT corn is
pending. While we have obtained permission from the Secretariat to include corn data in our submission, it is desirable to have the
corn GAP approved at the time of the JIMPR meeting. | do recognize the extremely tight timeline and am aware of the current
resource constrains at the EPA; therefore, please don’t hesitate to reach out to me if there is any assistance | can provide to facilitate
your review.

Looking forward to working with you!

Best regards,

g 8. - Crop Sclence
00 Chesterfield Parkwa ay West
Chesterfield, MG 83017

From: Schmid, Emily [mailto:Schmid. Emilvi@epa.gov]

Sent: Thursday, August 23, 2018 10:26 AM

To: SEIFERT-HIGGINS, SIMONE [AG/1005] <simone.seifert-higgins@baver.com>
Subject: RE: Dicamba Tolerant Corn

Hi Simone,

{ think all new GMO uses are given PRIA codes as new food yses singe all of the work that goes.into. re\zLewmga_ngw use
must also be done for a GMO so it is basically a new use. |t Ex. § Deliberative Process (DP) |
code. Inthe CFR, the tolerance is not specified as genetically modified, it is just listed as corn, soybean, etc. So the new
tolerance will be set for a crop that already has a tolerance, therefore it will be amended. | hope this answers your
question. If not, you might want to contact Reuben since he works with coding much more than | do.

Best regards,
Emily

From: SEIFERT-HIGGINS, SIMONE [AG/1005] [mailtosimone.seifert-hisgins®@bayer.com]
Sent: Wednesday, August 22, 2018 4:04 PM

To: Schmid, Emily <Schimid. Emily@epa.gov>

Subject: RE: Dicamba Tolerant Corn

Hi Emily,

| would like to offer some additional explanations to my voice mail related to the HT3 corn submission and your

review. While | certainly agree with your assessment to refer to this action as an amendment of an existing tolerance |
would like to understand your thoughts that led to your conclusion. Reason for my question it that | originally submitted
this petition under PRIA R298 (amendment); however, after some back-and-forth with the PRIA team this action was re-
coded as R170 {new use/establishing new tolerance). | have attached respective email correspondence with Mick
Yanchulis for your reference.
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I would appreciate if you could give me a ring at your convenience at (636) 737-9571 to further discuss.

Regards,
Simone

From: Schmid, Emily [mailio:Schmid Emily@epa.gov]

Sent: Wednesday, July 11, 2018 3:25 PM

To: SEIFERT-HIGGINS, SIMONE [AG/1005] <simnna.seiferi-higgins@monsanto.com>
Cc: MARVIN, THOMAS [AG/1920] <thomas.marvin@monsanto.com>

Subject: Dicamba Tolerant Corn

Good afternoon,

I am the reviewer assigned to the dicamba tolerant corn use you submitted. Could you revise the notice of filing to
reflect that this is amending a tolerance instead of establishing a tolerance? Also, please specify the corn... | assume it is
field corn? | have attached a cleaned up version that | wanted to let you look at before | sent it in to be published
anyway so if you could make those changes to the attached version and make sure you are okay with my edits, that
would be great.

Let me know if you have any questions.
Best regards,

Emily Schmid

Biologist

U.S. Environmental Protection Agency
Registration Division

Herbicide Branch

This system contains confidential and copyrighted information. Access to the systen is
limited to users only and only for approved business purposes.

Anyone obtalning access to and using this system acknowledges that all information on
this system including but not limited to electronic mail, word prcocessing, directories
and files, constitutes private property belonging to the Company.

Anyone using or viewing this system 1s further advised that the use of this system may be
recorded and the informaticon contained herein maybe monitored, retrieved and reviewed
if, in the company's sole discretion, there is a business reascn to do so.

If improper activity or use 1s suspected, all available information may be used by the
Company for i disciplinary action, prosecution, c¢ivil claim or any remedy or
lawful purpcse.

This system contains confidential and copyrighted information. Access to the system 1s
limited to users only and only for approved business purposes.

Anyone obtaining access to and using this system acknowledges that all information on
this system including but not limited to electronic mail, word prcocessing, directories
and files, constitutes private property belonging to the Company.

Anyone usling or viewing this system is further advised that the use of this system may be
recorded and the informaticn contained herein maybe monitored, retrieved and reviewed
if, in the company's sole discretion, there is a business reason to do so.
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If improper activity or use 1s suspected, 1 available information may be used by the
Company for possible disciplinary acticn, proesecution, c¢ivil claim or any remedy or
lawful purpeose.

This system contains confidential and copyrighted information. Access to the system is
limited to users only and cnly for approved business purposes.

Anyone obtaining access to and using this system acknowledges that all informaticn on
this system including but not limited to electronic mall, word processing, directories
and files, constitutes private property belonging to the Company.

Anyone using or viewing this system 1s further advised that the use of this system may be
recorded and the information contained herein maybe monitored, retrieved and reviewed
if, in the company's sole discretion, there 1s a business reason to do so.

If improper activity or use is suspected, all available information may be used by the
Company for possible disciplinary acticn, proesecution, c¢ivil claim or any remedy or
lawful purpeose.

The information contained in this e-mail is for the exclusive use of the intended
recipient{g) and may be confidential, proprietary, and/or legally privileged.

Inadvertent disclosure of this message does not constitute a walver of any privilege. If
you recelive this message in error, please do not directly or indirectly use, print, copy,
forward, or disclose any part of this message. Please also delete this e-mail and all
coples and notify the sender. Thank vou.
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